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MEMORANDUM

SUBJECT: Dietary Risk Analysis for the Use of Myclobutanil
{Rally) on the Pome Fruits Group, PP#9F3812.

TO: Susan Lewis / PM 21
Fungicide / Herbicide Branch
Registration Divi51on (7505C)

FROM: Richard Gr1ff1n74%; m///
Dietary Risk Evaluatlon Sy \é ‘DRES) Staff
SACB / Health Effects D1v1510n H7509C)

.
THRQOUGH: James Kariya, Acting Section Headkg{ e
DRES / Science and Coordination Branch

Health Effects Division (H7509C)‘;%%i1//

Action Reguested

Provide a dietary exposure/risk analysis for the proposed
use of the fungicide Myclobutanil (@ 0.5 ppm) on pome fruits
{exc. apples).

Discussion

1. Toxicology Endpoint: This analysis compared exposure
estimates to a Reference Dose (RfD) of 0.025 mg/kg body
weight /day based on a NOEL of 2.49 mg/kg bwt/day and an
uncertainty factor of 100. The NOEL is based on a 2 year rat
feeding study that demonstrated testicular atrophy. This RfD
value has been approved by the HED (1/27/88) and EPA (2/25/88)
Reference Dose committees.

2. Residue Information: Food uses evaluated are the published
tolerances of 40 CFR 180.443 for apples and grapes, a food
additive tolerance (40 CFR 185.4350) for raisins, temporary
tolerances for the cucurbit crop group and almonds, secondary
residue tolerances for livestock commodities (40 CFR 180.443),
and pome fruits.

ALl uses evaluated are tolerance level residues and 100
percent. ¢rop treated. A summary of all uses and tolerances are
providad in Table 1.



3. Exposure Analysis: Since all uses are evaluated at tolerance
level and 100 percent crop treated, the exposure estimate(s) are
a Theoretical Maximum Residue Contributiorn.

Overall U.S. population: The TMRC of published uses is 0.001470
mg/kg hody weight/day (5.9% of the R:D). Temporary tolerances
for almonds and cucurbits add 0.000141 mg/kg/day (0.6% RfD). The
propesed use on all pome fruits (mainly pears) will contribute
0.000062 mg/kg/day (0.2% RfD) tc a total TMRC of 0.001672
mg/kg/day (6.7% RED).

Mcst highly exposed population sub-group, non-nursing infants:
The TMRC of published uses is 0.007768 mg/kg/day (31.1% RfD).
Temporary tolerances add 0.000215 mg/kg/day {(0.9% RfD). Proposed
use on pomes contributes 0.000790 mg/kg/day (3.2% RfD) to a total
TMRC of 0.008771 (35.1% RED).

Risk Assessment: HED evaluates the health risk of Myclobutanil
by comparing chronic exposure estimates to the RfD. Since the
highest TMRC based {(typically an overestimate of actual exposure)
estimate above ig < 36% of the RfD, the risk is considered well
below & significant level.

cc: DRES files
Caswell # 723K
Dietary Exposure Branch (HED)
Toxicology (HED)
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Chemical:

HED File Code:
Memo Date:
File 11
Accession #:

R134576

Myclobutanil

PC Code:
128857
14000 Risk Reviews
6/8/1990
00009000
000-00-0112

HED Records Reference Center
LI/30/2000



